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510{k) SUMMARY OF SAFETY AND EFFECTIVENESS

General information

Trage Namea Merti® Retriever

Common Hame Endovascuiar Retrigver

Clagsification Theomlns Retrigver, 21CFR 8781250 - Class 1
Sulmitier Concerwic™ Medicat, ine.

3 E. Evelyn Avenue
Moustain View, CA 34043
Tel B506-838-2140

Fax G50-938-2700

Contacs Kirsten Yaley
Senior Vice Presigent, Dperalions and Reguiaghory Affairs

Intended Use

The intended use for the modified Merci Setriever is the sane as the intended use of the predicate Bere:
Ratriever:

The Msrel® Retriever i intended o restore blood flow in the neurcvasculature by removing thromius in
patisnts experencing ischemic siroke. Patienis who are inefigible for treatment with intravenous fasue
prasminggen actvatos [V t-PA} or who fait iV 124 therapy are candidates for freatment. The Rere:
Retriever is aiso indicated for use in the refrisval of foreign badies mizplaced during interventional
radiclogital procedures in the: raure, periphersl and coronary vasciiature.

Predicate Device

Merei® Retriever, KT 1172

Device Description

Like the gredicate device, the design of the modified Merci Retriever consizsis of & flexible, {aperad Nitinol
gore wire. This distal end is shapad inta 2 helix ang a piatinum ool is Hreaded over and attachad 1o the
dista: end. Polymer fiamerds are aliached to the gizial end. The core wire proximat fo the helix is coated
with 2 hydrophiiic coating. A forgus device s provided with Retriever o facilitate menigulation. &n
insertion tood is provided with Ratriever fo introducs Retrigver into Microcathetar during the procedurns,

Materials

The matesais used in the modiieg Merel Redrisver are the same as the materials used in the predicats
device.

Al: paaterigis used in the manufaciure of the modifisd Merel Retrigver are suitabie for the intended use of
e device and have besn ussd i numerous previcusly cieared praducis.
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Testing Summary

Results of design verification and validetion testng perfarmed on the modified Merd Retriever confom
that e device conforms o the required specifications and estabish substantial equivaience to the
predicate device.

Summaty of Substantial Equivalence

The modifisd Merct Retnever is sebstantially equivalent to the predicate device with regand to intended
use, operating princigal, design concept, materialz, shelf life, peckaging and stenlization processes.



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Feod and Drug Administration
89200 Corporate Boulevard
Rockville MDD 20850

JUN - & 2008

Concentric Medical, Inc.

% Ms. Kirsten Valley

Senior Vice President, Operations
and Regulatory Affairs

301 East Evelyn Avenue

Mountain View, California 94041

Re:  KOB1305
Trade/Device Name: Merci Retriever
Regulation Number: 21 CFR 870.1250
Regulation Name: Percutancous catheter
Regulatory Class: 11
Product Code: NRY
Dated: May 05, 2008
Received: May 08, 2008

Dear Ms. Valley:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class IT (Special Controls) or class IIT (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
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torth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0115. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDRY)), please contact the Division of Surveillance Systems

at (240) 276-3464. You may obtain other general information on your responsibilities under the
Act from the Division of Small Manufacturers, International and Consumer Assistance

at its toll-free number (800) 638-2041 or (240) 276-3150 or at its Internet address
hitp://www.fda.gov/cdrh/industry/support/index html.

Sincerely yours,

WMade N Myl

Mark N. Melkerson

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Concentric Medical, Inc.
Special 510(k): Device Modification
Merci Retriever

INDICATIONS FOR USE
510(k) Number (if known): This application
Device Name: Merci Retriever
Indications for Use: The Merci® Retriever is intended to restore blood flow in the

neurovasculature by removing thrombus in patients
experiencing ischemic stroke. Patients who are ineligibte for
treatment with intravenous tissue plasminogen activator (1V t-
PA) or who fail IV t-PA therapy are candidates for treatment.
The Merci Retriever is also indicated for use in the retrieval of
foreign bodies misplaced during interventional radiclogical
procedures in the neuro, peripheral and coronary vasculature.

Prescription Use _X AND/OR Over-The-Counter Use
(Per 21 CFR 801.109) (Optional Format 1-2-96)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concuirence of CDRH, Office of Device Evaluation (ODE)

Division of General Restorative,
and Neurological Devices

510(k) Number Kog {305

Confidential 19



